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data do not provide statistical evidence to show that 
chlorpheniramine is effective in relieving itching of the 
nose or throat, or itchy, watery eyes associated with the 
common cold. The Bureau has, therefore, concluded that 
chlorpheniramine is effective in treating runny nose and 
sneezing associated with the common cold. 

Because the pharmacologic action of the various Category I 
antihistamines is similar, the Bureau believes that the 
data submitted for chlorpheniramine allow Category I 
status for these claims to be extended to all Category I 
antihistamine active ingredients. The Bureau, therefore, 
intends to recommend to the Commissioner that the agency 
place labeling claims for the symptoms of runny nose and 
sneezing when associated with the common 
I for all Category I antihistamine drugs 
final monograph. 
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We hope this information will be helpful . 

Sincerely yours, 

#%* 
William E. Gilbertson, Pharm. D. 
Director 
Division of OTC Drug Evaluation 
Bureau of Drugs 


